
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O.Box 1450 

Alexandria, Viipma 22313-1450 
orww.asptD.gav 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/500,071 



26633 



06/25/2004 



Toyoaki Ishikura 



7590 



08/08/2005 



HELLER EHRMAN WHITE & MCAUL1FFE LLP 
1717 RHODE ISLAND AVE, NW 
WASHINGTON, DC 20036-3001 



40072-0009 



7307 



EXAMINER 



KJFLE, BRUCK. 



ART UNIT 



PAPER NUMBER 



1624 



DATE MAILED: 08/08/2005 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summarv 


Application No. 

10/500,071 


Applicant(s) 
ISHIKURA ET AL 


Examiner 

Bruck Kffle, Ph.D. 


Art Unit 
1624 





- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- if the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )EI Responsive to communication(s) filed on 25 June 2004 . 
2a)D This action is FINAL. - 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^1 Claim(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-13 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on ; is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)IElAII b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3.03 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Claim Rejections - 35 USC § 112 
Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The nature of the polymer in claim 4 is not known. 

Claim 13 provides for the use of a compound, but, since the claim does not set 
forth any steps involved in the method/process, it is unclear what method/process 
applicant is intending to encompass. A claim is indefinite where it merely recites a use 
without any active, positive steps delimiting how this use is actually practiced. 

Claim 13 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition 
of a process, i.e., results in a claim which is not a proper process claim under 35 
U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Applicant is advised that should claims 1-5 be found allowable, claim 1 1 will be 
objected to under 37 CFR 1.75 as being a substantial duplicate thereof When two claims 
in an application are duplicates or else are so close in content that they both cover the 
same thing, despite a slight difference in wording, it is proper after allowing one claim to 
object to the other as being a substantial duplicate of the allowed claim. See MPEP 
§ 706.03(k). Different intended uses are given no material weight in such claims. 
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Claim 12 is rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling as a method of treatment, does not reasonably provide 
enablement for preventing an allergic disease. 

In evaluating the enablement question, several factors are to be considered. Note 
In re Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors include: 
1) The nature of the invention, 2) the state of the prior art, 3) the predictability or lack 
thereof in the art, 4) the amount of direction or guidance present, 5) the presence or 
absence of working examples, 6) the breadth of the claims, and 7) the quantity of 
experimentation needed. 

1) The nature of the invention: Claim 12 is drawn in part to preventing an allergic disease 

2) The state of the prior art: There are no known compounds of similar structure which 
have been demonstrated to prevent an allergic disease. 

3) The predictability or lack thereof in the art: It is presumed in the prevention of the 
diseases embraced by claim 8, there is a way of identifying those people who may 
develop any kind of an allergic disease. There is no evidence of record which would 
enable the skilled artisan in the identification of the people who have the potential of 
becoming afflicted with the diseases embraced by the instant claim. 

4) The amount of direction or guidance present and 5) the presence or absence of 
working examples: There are no doses present to direct one to protect a potential host 
from the disease claimed. There is no data present for the prophylaxis of these diseases. 
6) The breadth of the claims: The claim is drawn to diseases whose prevention is 
unknown. 
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7) The quantity of experimentation need would be an undue burden to one skilled in the 
pharmaceutical arts since there is inadequate guidance given to the skilled artisan for the 
many reasons stated above. 

Thus, factors such as "sufficient working examples", "the level of skill in the art" 
and "predictability", etc. have been demonstrated to be sufficiently lacking in the instant 
case for the instant method claims. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AIPA 35 U.S.C. 102(e)). 

Claims 1-1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by Ohtsuka 
et al. (US 6,372,735). The reference teaches the compound of Example 20 (see col. 42, 
line 15 to col. 43, line 34) a process of producing the compound and the composition (see 
col. 54, lines 1-39). 

Applicants are advised that In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 
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1977) states: "Where, as here, the claimed and prior art product is identical or 
substantially identical, or is produced by an identical or substantially identical process, 
the PTO can require an applicant to prove that the prior art product does not necessarily 
or inherently possess the characteristics of his claimed product.... Whether the rejection 
is based on 'inherency 1 under 35 USC 102, on 'prima facie obviousness 1 under 35 USC 
103, jointly or alternatively, the burden of proof is the same, and its fairness is evidenced 
by the PTO f s inability to manufacture products or to obtain and compare prior art 
products [footnote omitted]." 

Note, also, "products which are merely different forms of known compounds, 
notwithstanding that some desirable results are obtained therefrom, are unpatentable 
where products have same utility as the art compounds;" invention can be present if prior 
art product cannot be used for purpose asserted for pure or new form of product; merely 
changing form, purity, color, or other characteristic of old product without a new use as a 
result thereof does not render product patentable where utility remains the same; stability 
of product does not confer patentability thereon even though a new result is asserted; 
moreover, advantages in use of product cannot be considered of patentable significance. 
Ex parte HARTOP (139 USPQ 525). 

Applicants must prove that the prior art process does not produce their compound. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle, Ph.D. whose telephone number is 571-272- 
0668. The examiner can normally be reached Tuesdays to Fridays between 8:30 AM and 
6:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James Wilson can be reached on 571-272-0661. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 




Bruck Kifle, Ph.D. 
Primary Examiner 
Art Unit 1624 
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August 5, 2005 



